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DETAILED ACTION 

Status of the Claims 

1. Claims 1-19, 23, 24, 33, 34, 37, and 38 are pending. 
Claims 5, 23, 24, 33, and 34 are rejected. 

Claims 37 and 38 are objected to 
Claims 1-4 and 6-19 are allowable. 

2. It is noted that the Office action mailed 02 June 2009 contained an error on the Office 
action summary in listing claims 1-19 as subject to a restriction requirement. Claims 1-19 should 
have been listed as allowed, as indicated on page 2 of the Office action. 

3. This Office action contains new grounds of rejection not necessitated by the applicant's 
amendment filed 29 October 2009 under 35 U.S.C. 1 12, first and second paragraph, 35 U.S.C 
102(b), and 35 U.S.C. 103(a), and is therefore a non-final Office action. 

Information Disclosure Statement 

4. The information disclosure statement (IDS) submitted on 03 November 2009 is in 
compliance with the provisions of 37 CFR 1 .97. Accordingly, the information disclosure 
statement is being considered by the examiner with the exception of those references lined 
through on the list of references attached to this Office action. The Information Disclosure 
Statement filed 03 November 2009 does not contain a legible copy of each reference listed on the 
list of references. It is not known whether this is an error of the applicants or a scanning error by 
the Office. Consequently the missing references have been listed as not considered in the signed 
copy of the list of references attached to this Office action. If the applicants provide a legible 
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copy of the missing references in response to this Office action, the references will be considered 
under 37 CFR 1 .97(f), and a signed copy of the list of references indicating consideration of the 
missing references will be provided to the applicants without the necessity of the applicants 
filing a second Information Disclosure Statement. 

Claim Objections 

5. The objections to claims 32 and 39 in the Office action mailed 02 June 2009 is withdrawn 
in view of the cancellation of the claims in the amendment filed 29 October 2009. 

Claim Rejections - 35 USC §101 

6. The rejection of claim 45 under 35 U.S.C. 101 because the claimed invention is directed 
to non-statutory subject matter in the Office action mailed 02 June 2009 is withdrawn in view of 
the cancellation of the claim in the amendment filed 29 October 2009. 

Claim Rejections - 35 USC §112 

7. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claims 33 and 34 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the relevant 
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art that the inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

The claims include compositions that have a generic target molecule with no structural 
limitations. The specification describes target molecules that are antibodies that are bound by 
Protein A or Protein G to a surface by the Fc region of the antibody (see page 26, Table 1, and 
pages 36-43). The specification does not provide examples or structures of target molecules that 
could be used in the claimed compositions other than antibodies. One of skill in the art would not 
understand that the applicants had in their possession the full genus of target molecules without 
structural limitation that could be a part of the claimed compositions. 

9. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

10. Claims 5 and 24 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claims 5 and 24 are indefinite for recitation of the phrases "Fab fragment" and "Fc 
fragment" because it is not clear if the phrases are meant to refer to an antibody target molecule 
that is a fragment, or to a region of an antibody target molecule. For the purpose of examination 
the phrases are assumed to mean regions rather than fragments. 
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Claim Rejections - 35 USC §102 

11. The rejection of claims 20-22, 25-32, 35, 36, and 40 under 35 U.S.C. 102(b) as being 
anticipated by Turkova in the Office action mailed 02 June 2009 is withdrawn in view of the 
cancellation of the claim in the amendment filed 29 October 2009. 

12. It is brought to the Applicant's attention that a product by process claim is examined for 
novelty and obviousness of the claimed product only, and that no consideration is given to the 
novelty or obviousness of the method of making the claimed product. See M.P.E.P. 2113. 

13. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

14. Claims 23 and 24 are rejected under 35 U.S.C. 102(b) as being anticipated by Turkova 
(Journal of Chromatography B, Vol. 722, pages 1 1-31 (1999)). 

The claims are drawn to binding surfaces made by the process of claim 1 comprising an 
antibody target molecule that binds an antigen. The target molecule is bound to a surface so that 
the antibody binding site is available to bind the antigen. The antigen binds at the Fab region and 
the antibody is bound to the surface by the Fc region. 

Turkova reviews oriented proteins bound to a substrate. Turkova shows on the second 
column of page 13 that immobilized Protein A binds to the Fc region of antibodies, and allows 
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for the Fab region of the antibody to be free to bind antigen. Figure 1 depicts immobilized 
Protein A that orients immunoglobulin molecules so that they can bind antigen. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

15. Claim 34 is rejected under 35 U.S.C. 103(a) as being unpatentable over Turkova in view 
of Penzol et al. (Biotechnology and Bioengineering Vol. 60, pages 518-523 (1998)). 

The claims are drawn to binding surfaces made by the process of claim 1 comprising a 
target molecule. The target molecule is bound to a surface by pendant groups on a polymer 
backbone comprising a spacer. 

Turkova reviews oriented proteins bound to a substrate. Turkova shows on the second 
column of page 13 that immobilized Protein A binds to the Fc region of antibodies, and allows 
for the Fab region of the antibody to be free to bind antigen. Figure 1 depicts immobilized 
Protein A that orients immunoglobulin molecules so that they can bind antigen. 

Turkova does not show Protein A comprising a spacer. 
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Penzol et al. shows in the abstract, figure 2, Table II, and pages 520-521 that use of 
dextran 6,000 spacers aids in the ability of antibodies to bind to Protein A. Penzol et al. states on 
page 521 that the spacer prevents steric hindrance promoted by the support. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to modify the Protein A used by Turkova by use of Protein A linked to a 
spacer because Penzol et al. shows that Protein A linked to a spacer has improved ability to bind 
to antibodies. Regarding the limitation of pendant groups on a polymer, Protein A is a 
polypeptide comprising groups that bind antibodies and therefore Protein A meets the limitations 
of the claimed polymer backbone. 

Allowable Subject Matter 

16. Claims 1-4, and 6-19 are allowable. 

17. Claims 37, and 38 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the base 
claim and any intervening claims. An objection to claim 39 is detailed above. 

Conclusion 

18. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to John S. Brusca whose telephone number is 571 272-0714. The 
examiner can normally be reached on M-F 8:30 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Marjorie A. Moran can be reached on 571-272-0720. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/John S. Brusca/ 

Primary Examiner, Art Unit 1631 
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